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AGENCY: Food and Drug Administration, HHS. 

ACTION: Direct final rule. 

SUMMARY: The Food and Drug Administration (FDA)‘is amending its regulation 

on declaring botanical ingredients in dietary supplements to incorporate by 

reference the latest editions, of two bo.oks. Currently, the regulation 

incorporates by reference Herbs of Commerce (1992) and the @tq,rnah’onql 

Code of Botanical Nomenclature (Tokyo Code) 1994. FDA is replacing the 

references to these editions with the 2000 editions of the same books. This ,I 
action is intended to provide industry with current and more comprehensive I, 
references to use in identifying on product labels the common or usual name 

of each botanical ingredient contained in dietary sup$lements. “In addition, 

FDA is incorporating new statutory restrictions on the use of the word 

“ginseng” in dietary supplement labeling. Finally, FDA is making minor a . . ._” 
wording changes in its regulation on declaring botanical ingredients in dietary 

supplements. These changes are intended to improve the reader’s 

understanding, consistent with the principles of plain English, or to be more 

technically ‘accurate, consistent with internationally accepted b,otanical ’ 

terminology. FDA is issuing a direct final rule for this action be&&se FDA’ ^ ’ 
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expects there will be no significant adverse comments~on the ruJel Elsewhere / ,, , ;; 

in this issue of the Federal Register, FDA is publishing a companion proposed 

rule through the usual notice-and’;comment rufemaking process. if FDA 
.” ̂ b % ..* ,- ~-, 

receives significant adverse comment on either rule, FDAA”inten’ds to-tiithdrati‘ ). 

the direct final rule and proceed with the rulemaking. The companion 

proposed rule and direct final rule are,,substantively identical. 

DATES: This rule is effective January I, 2006. Submit written or electronic . 
comments on this direct final rule by [insert date 75 days after date of 
publicatl’on in the Federal Regist&]. If FDA- receives no significant adverse 

comments within the specified comment period, the agency intends to publish 

a document in the Federal Register confirming the effective date of this direct 

final rule. If the agency receives any timely significant adverse comments; FDA 

intends to publish a document in the Federal Register withdrawing this direct 
_ ,^. ,. 

final rule before its effective date.lThe Director of the, office of the]Fede?al’ 1 ’ ’ 

Register approves the incorporation by reference, in accordance with 5 U.S.%. 

552(a) and I CFR part 51, of certain publications in 2% CFR iOi.4(h) as of 

January 1, 2006. 

ADDRESSES: Submit written comments on this direct final rule to the Div&&n . _.^. 

of Dockets Management (HFAL~O~), Food and Drug Administration, 5630 ! 

Fishers Lane, rm. 1061, Rockville, MD 20852. Submit electronic comments to 

http:l/www.fda.gov/dockets.lecomments. 

FOR FURTHER INFORMATION CONTACf: Victoria Lutwak, Office of Nutritional 

Products, Labeling, and Dietary Supplements, Center for Food Safety and 
” , .  

Applied Nutrition (HFS-810), Food and Drug-Administration, 5iOO‘Paint “I _^ ,,/ --, ,_.__ ( 

Branch Pkwy., College Park, MD iO740,301-436-2375. 

SUPPLEMENTARY INFORMATION: 
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I. Background 

A. Rulemaking Process 

FDA has determined that the subject of this rulemaking is suitable for a 

direct final rule because it does not involve”~controversja! regulatory changes 

and FDA does not anticipate receiving any significant adverse comments. This 

direct final rule has a companion proposed rule addressing the same topic 

published in the proposed rules section of this “issue of the Fed,eral Register. 

The direct final rule and its companion proposed rule are substantively 

identical. The proposed rule provides the procedural framew.orkto finalize the 

rule in the event that the direct fin-al rule is withdrawNn because FDA receives ‘. _ “- ._ 1.1 :.‘.-u4>8. .‘.,” .” ,. _a. ~,‘,” ,._;>*e “, ., ) 

significant adverse comment. 

A significant adverse comment is ‘one that explains why the rule would 

be inappropriate, including challenges to the rule’s underlying premise or 

approach, or why it would be ineffective or unacceptable without a change. ..“.,, .- 
In determining wheth,er a-significant adverse comment ins sufficient to 

terminate a direct final rulemaking, FDA will consider whether the comment,~ 

raises an issue serious enough to warrant a substantive response in a notice- 

and-comment process. Comments that are frivolous, insubstantial, or outside 

the scope of the rule will not be considered adverse u,nd,e,r this procedure. A 

comment recommending additional changes ‘in the rule will not be considered ,. _(, ,_ : 
a significant adverse comment, unless the comment states why the rule would 

be ineffective without the recommended rev&on..& additi*oo,’ if a significant .’ 

adverse comment applies to an amendment, paragraph, or section of this rule I . . A , ” ,, ., , . ~. 1 ., 
and that provision can be severed, from” the remainder of the rule, FDA may _ “I . ..*. ;I A *c .,. mjX,/,.e” “. ,l-.*.ae._*..?, 

adopt as final those provisions of the rule that, are~not thesubject of a 

significant adverse comment. .^ ..)I .,.” I_ 



The comment periods for the direct final rule and its companion proposed 

rule run concurrently. We have identified and disc&.&l the regulatory ‘&‘anges ., 
in the preambles to both rules. Any comments received under the direct final, 

rule will be treated as comments regarding the proposed rufe and vice versa. 

FDA is publishing this direct final rule because the rule does,not contain 

controversial changes and FDA does not anticipate’ receiving significant 

adverse comments about it. If no significant adverse comments are received 
. 

in response to either rule, FDA will take no further action on the proposed”. 

rule. Instead, after the comment period ends, FDA intends to publish a 

document in the Federal Register to confirm theJanuary 1, 2066, effective date 

of the direct final rule. This is the applicable uniform effective-date for 

compliance with food labeling requirements published’ in the Federal R’egibter‘ ,. ., ^ 
(see the Federal Register of December 31, 2002 (67 FR ?98511, designating 

January 1, 2006, as the effective date for food labeling regulations issued I ‘i _ : 
between January 1, 2003, and December 31, 2004). %Iowever, if FDA‘receives 

significant adverse comment on either rule, FDA:will with‘draw the direct final 

rule and will proceed to respond to all comments received on both rules under 

the companion proposed rule using the usual notice-and-comment procedures. 

A full description of FDA’spolicy on direct final rule procedures appears in j \ _. 

a guidance document published in the Federal Rqjister ‘on November 21,1997 

(62 FR 62466). 
. ,., . . / ~4 ., L”.” -, 

B. Current Regulatory and Legislative Requiremk ti Related to .Direci- F&al 

Rule Amendments 

FDA issued a final rule entitled “Food Labeling: Statement of Identity, ” ” 

Nutrition Labeling and Ingredient Labeling ofDietary Supplements” in the i iI 
Federal Register on September 23,1997 (62 FR 49826). This rule incorporated 



” .‘. 
by reference under § 101.4(h) (21 CFR ‘i‘Oi.;2(h)) the Go books entitled’&& 

of Commerce (1992) (Ref. 1) and Iriternational Code of Botanical Nomenclchure / 
(Tokyo Code) 1994 (Ref. 2) for industry’s use in identifying on product labels 

the common or usual name of each botanical ingredient contained in dietary L 
supplements. Both books were incorporated by reference in accordance with 

5 U.S.C. 552(a) and 1 CFR part 51. 

Section 101.4(h) currently requires that a dietary supplement that contains . 
one or more botanica],ingredients (including fungi and algae) state the common 

or usual name for each of these ingredients on the label. This common or usual 

name must be consistent with the “standardized]co.mmon n<amel’, listed ;in x 

Herbs of Commerce (1992) for the corresponding plant from which the 

ingredient is derived. Therefore, the “standardized common name” of each I_ .I .‘ 
botanical used as an ingredient of a dietary supplement is its common or usual 

name for labeling purposes. 

Current $j 101.4(h)(2) 1 a so requires that if no standardized common name .( .,. .’ 

for a particular botanical ingredient is listed in Herbs of Cohnerce (1992), the 

label must state the Latin binomial-name of the plant from which that 

ingredient is derived. All names in Latin binomial form must be stated-on the 1, 
label in accordance with internationally accepted rules on nomenclature, such 

as those found in the Intqnational Code ofBota@al No~en,$at&e [Tokyo 
: 

Code) 2 994. Further, the name inLatin binomial *form mutt include the 

designation of the author or authors who published the Latin name [hereafter 

referred to as author citation] when a positive identification of the dietary 

ingredient cannot be made without identifying the author(s). 
/ 

Since 1997, both of the books incorporated by reference for use by industry 

in the’ labeling of dietary supplements that contain8bota,n&al ingredients have \ y *, ._,* , 
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been updated and now the 2000 editions supersede the earlier ones. Herbs of 

Commerce, 2nd Edition (2000) (Ref. 3) added standardized common n-es for 

approximately 1,500 more botanicals than were included in. the earlier edition, II/ _ 
and changed the standardized common names, for approximately 140 

botanicals listed in the earlier edition. The ~qteq~tio~al Co& bfBofanh1 (“,nr I.I..‘r-i<_ %“I _-./_ A ‘ .“i / _, . I. . ,, ” 
Nomenclature (Saint Louis Code) 2000 (Ref. 4) r&e&the International 

Botanical Congress’s latest decisions on the rules for the, s&ntific naming of 
. 

plants. Botanical nomenclature is an evolving scieuce that .is,&-rfluenced~by 

new discoveries and the correction of past misidentifications of plants. 

Further, in 2002, Congress passed and the President signed into law the .I ._ . 
Farm Security and Rural Investment Act of 2002 (Public Law 207-171) 

[hereafter referred to as the Farm, Bill]. Section 11)?Qe of the Farm Bill amended 

the misbranding provisions in section 403 of the Federal Food, Drug, and 

Cosmetic Act (the act ) (21 U.S.C. 343) by adding a new paragraph (u), which 

states that a dietary supplement is misbranded “[i]f it purports to be or is -I 
represented as ginseng, unless it is an herb or ,herbal ingredient derived from 

a plant classified within the genus Panax.” Sect& 108&@J;J(2)(A) of the Farm 

Bill states that “the term ‘ginseng’ may only be considered to be a ,common ,I /” . . ^ 
or usual name [or part thereof) for any herb or herbal ingredient derived from 

“, _ .I < 
a plant classified within the genus Panax.” Section’ 10806(b)(l)(B) further 

provides that “only labeling or advertising for herbs or herbal ingredients 

classified within that genus may include the term ‘ginseng.“’ 

The Farm Bill requirements about use of the Iterm “ginseng” are in effect 

today because the law is self-executing. Congress did not diredt FDA to-issue 
1 

regulations in order to implement these new requirements; therefore, industry I .,, .a;. 
must comply with them currently. 
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C. Updated Books To Be Incorporated by &fer;t3ri?% 

Herbs of Commerce, 2nd Edition (2000) establishes a “standardized ,J.. ., ,, 

common name,” expressed primarily in English, for each plant used in * ~ I, 1 I^ ,. 
commerce: including fungi and algae: However, in a few instances, the .j . “, 3. 

standardized common name is expressed in anotherlanguage or is the same 

as the plant’s Latin binomial name (i.e., genus and species) when that name 

has become common. For example, the Spanish word “mate” is the . 
standardized common name for the plant “llex paraguariensis A. St.-Hil.,” and 

the Latin binomial name “Phyllanthus amarus” is the standardized common 

name for the plant “Phyllanthus amarus Schumach.” The standardized 

common name generally applies to the, whole plant, but in some instances it ;_. j; 

applies to a plant part. For example, the standardized common names “mace” ; ., ,^ , 
and ‘“nutmeg” pertain specifically to the plant parts “aril” and “seed,” 

I ! 
respectively, of the same plant “Meiitica fragraris Houtt.” 

All standardized common names listed in Herbs of Commerce, Znd,Edition 

(2000) are printed in boldface letters. In this book under “Section One: Latin > 

Binomials,” each plant name is listed first alphabetically by its Latin’binomial ; I ,. -- 
name. The plant’s corresponding standardized common.name is stated after II 
the acronym “SCN” on the first indented line of text underneath its Latin 

binomial name. Under “Section Two: Standardized Common Names,” each 

plant name is listed first alphabetically by its sta$d,ardized common name. The 

plant’s corresponding Latin binomial name is stated on the first indented line 
;. 

of text underneath its standardized common nam>e., 

In addition to the standardized common name, Herbs of Commerce, 2nd 

Edition (2000) identifies the currently recognized Latin binomial name and /, ..*_.\ .,..) -_ / _ 

1 - e 
- -*--h..-.- -.- -- 
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four other categories of common names for each of,t,he plk-rts listed, as 

applicable. These other’categories are: 

e “botanical synonym,” 

; “Ayurvedic name,” 
_ 

0 “pinyin name,” and 

* “other common name.” 

The botanical synonym, if any, represents one:or more examples of other 

Latin binomial names that have been broadly used :for the plam in the past. -- 
The Ayurvedic name, if any, generally represenfd the plant’s Sanskrit name; 

however, the Hindi name may be cited if the plant ‘is primarily known by it 

instead. The pinyin name, if any, may be one or more of the plant’s Chinese 

common names. Other common names, if any, represent any additional’names 

frequently used for the plant. 

The “standardized common name”is different and distinct from a$ of the , ^^ ,I 

other categories of common names for a plant. There is only one standardized _ _. ,_” a>. “” 

common name that is selected for. each plant listed’.in He&s of Commkhe, 

2nd Edition (2000); however, there may be several names cited within one or . . . _, 
more of the other categories of common names that are associated,with the 

same plant. 

The International Code of Botanical Nomenclcituri (Saint Louis Code) 2000 

(the Code) establishes the current internationally accepted rules that govern . . 

the scientific naming of plants, including fungi and algae. The scientific name, ‘ .‘: 
which identifies the plant’s genus and species, is expressed in Latin and’ I. ” ,_,j , 
applies to the whole plant without exception. The Latin binomial name of a 

plant is followed by the name(s) of the person(s) ‘who described and pub&shed 
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the plant name in accordanc,e with the Cod&s guidelines. The Code refers to 

such notation about authors as anyauthor citation._‘:, ,,_ I , ,, ., 

II. Direct Final Rule 

FDA is revising 5 101.4(h) to substitute Herbs of Commerce, 2nd Edition ‘. . I, _. .’ 0, 
’ (2000) for its 1992 edition, and the International Cbde.of Botanical 

Nomenclature (Saint Louis Code) 2000 for its 1994,edition, as books 

incorporated by reference. Requirements on how these references are to be . 
used for dietary supplement labeling purposes remain the same and are,not I 

affected by this direct final rule, with one minor exception. * : 
Currently, 5 101.4(h)(2) uses the phrase “such as” when referring to the 

International Code of Botanical Nontenclature as a,reference that industry may 

use to ensure that any Latin binomial name of a botanical ingredient listed 

on the label of a dietary supplement conforms to the internationally accepted 

rules of botanical nomenclature. As presently worded, the regulation could be ,,_ 
interpreted to allow other references to be consulted for this purpose. We are 

revising the language in the Code of Federal Regulations (CFR] to make the 

International Code of Botanical No,megclature the only reference that may be 

used on the rules for determining and formatting’the Latin binomial name of i ., 
a botanical ingredient for dietary supplement labeling purposes. This book is 

internationally recognized by botany experts from nations around the world 
< I I r 

as the foremost authoritative reference on botanical nomenclature. We are not 
! 

aware of any comparable reference that comprehensively addresses the rules 

on the scientific naming of plants and has as broad international support. The . _ 
International Code of Botanical Nomenclature is regulated by the 

.( 
Nomenclature Section of anInternational ~Botan@al Congress. This group meets 

under the auspices of the International Union of Biological Sciences, of which 



the U.S. National Research Council/National Academy of Sciences is a 

member. The XVI International Botanical Congress brought together more than 

4,000 scientists from more than 100 counpies .$@~~st =cy$-pe@-q held 

in Saint Louis, MO in 1999 when the Internatiozjal Code of Botanical 1 
Nomenclature (Saint Louis Code) 2000 was voted on and adopted. Therefore, 

to be in harmony with this international cooperation and to be consistent with 

FDA’s science-based philosophy, this direct final rule is incorporating by 
. 

reference the International Code of Botanical Nomk.ncla@re (S;iinIt Louis Code) 

2000 as the one that industry must follow on the rules to determine and format 

the Latin binomial names of any botanical ingredients stated on dietary 

supplement labels. 

Some dietary supplements may contain a botanical ingredient that is not 

listed in the 2000 edition of H&bs of Commerce an‘d therefore cloes not have “ _ 
a standardized common name. Like the former regulation, in such cases the 

direct final rule is requiring that the common or usual name for that botanical 
‘- I_ ^. I- .,” 

ingredient listed on the label be accompanied, in parentheses, by the Latin 2 
binomial name of the plant from which it is derived. When needed to a_ L _,.“. 7,. . . ..A l:.;&2&..c..~Jnri. ii >-.. 1 ,j: _ _ _’ .:, ., 1 “& ,, 
positively identify the botanical ingredient, the direct final rule is continuing ., -, ./ 
to require that the Latin binomial name also must iuclude the author citation, e ., 
stated in accordance with the internationally accepted rules on botanical 

nomenclature found in the Internationtil Code of Bbthnical iVomenc1A.ge _ , . 
(Saint Louis Code) 2000. j* 

FDA is aware that there may be instances when a botanidal ingredient *- 
belongs to a subspecies or variety of a species that is not listed in the 2000 

edition of Herbs of Commerce. In those cases, the Latin binomial name and 

author citation alone will not identify the subspecies or variety of that species. 
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11 ” .,.... ^ . . . . . ,. 
Although not a requirement, FDA encourages industry to.vdluntariIystate the 

following on dietary supplement labels directly after the Latin binomial name _,. (. 

when needed to positively identify a botanical ingredient below the”sp&ies ’ 

level: The name of any applicable subspecies, variety, or other subdivision and 

its corresponding author citation, stated in accordance with the internationally 

accepted rules on botanical nomenclature found fin the Int&nat~onal Code of ^_/ 
Botanical Nomenclature (Saint Louis Code) 2006. . 

FDA is further revising § 101.4(h) to incorporate statutory restrictions on 

the use of the term “ginseng” that were imposedby sectio’n ;i‘0’8Wof the Farm 

Bill. Specifically, the direct final ruleincludks-t~~‘~foilowfng”siatement fn” 

§ 101.4(h): “The use of the term ‘ginseng’ as a common or usual name (or part 

thereof) for any dietary supplement or dietary ingredient is lim ited to those 

that are derived from a plant classified within the genus ‘PtitiG.“’ I 

F inally, FDA is making m inor wording changes in 5 101:4(h) to improve 
7 

the reader’s understanding, consistent with the principles of plain English, or -, 
to improve technical accuracy, consistent with internationally accepted 

botanical terminology. Examples of changes we are making to improve the 

reader’s understanding are using simpler language throughout, substituting the / : ,. 
word “must” for “shall,” and dividing’very long ‘sent”eGes into shorter ones. ,.. ,” 

To be more technically accurate, the direct final ru~e’reLz&ces “the current ’ 

wording under § 101.4(h)(Z) that refers to the.“‘Idesignation of the‘tiuthor.or _,I __, “I,_,‘- ‘ , 
author(s) who published the Latin name” with the term “author citation-to 

,. 

refer to the “name(s) of the person(s) who described and published the Latin 

binomial name in accordance with the internationally accepted rules on 

botanical nomenclature found in the Inf@x+on~~ @c& of Botanical ’ . . /. _ ,. .,I_ , -. i I 
Nomenclature (Saint Louis Code) 2000.” For techn+al clarity, the direct final 
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ru l e  a l s o  a d d s  th e  n o ta ti ,o n  “( i .e ., g e n u s  a n d  s p e c i e s )” a fte r th e ’fi rs t re fe re n c e  

to  th e  te rm  “L a ti n  b i n o m i a l  n a m e ” u n d e r §  l O l .d (h )1  - 

III. U s e  o f th e  In c o rp o ra ’te d  R e fe re n c e s  a n d  Im p l e i n e n ta ti o n  o f “ P e & & &  I% ? &  
B i l l  P ro v i s i o n s  

O v e r th e  y e a rs , F D A  h a s  re c e i v e d  s e v e ra l  i .n q u i r i e s  fro m  re p re s e n ta ti v e s  

o f th e  d i e ta ry  s u p p l e m e n t i n d u s try  a b o u t th e  u s e  o f H % % s  d f’C S i m & c e ’a n d  . ‘- ” 

th e  In te rn a ti o n a l  C o d e  o f B o ta n i c a l  N o m e n c l a tu re . T h e s e  b o o k s ’ a re  re fe re n c e s  

fo r i n d u s try - to  u s e  i n  d e te rm i n i n g  th e  c o m m o n  o r u s u a l  n a m e  o f e a c h  b o ta n i c a l  

i n g re d i e n t o r to  c o n s u l t o n  th e  ru l e s  fo r d e te rm i n i n g  a n d  fo rm a tti n g  ‘a n y . I ” j  
: ,^  

re q u i re d  L a ti n  b i n o m i a l  n a m e s  c o rre s p o n d i n g  to th e  b o ta n i c a i  i n g re d i e n ts  

d e c l a re d  o n  d i e ta ry  s u p p l e m e n t l a b e l s . T h e  a c t o f “i n c & p o ra ti o n  b y  re fe re n c e ;” ,_ , , 

h o w e v e r, d o e s  n o t i m p l y  th a t a l l  o f th e  b o ta n i c a l s  th a t h a v e ~ s ta n d a rd i z e d  

c o m m o n  n a m e s  l i s te d  i n  H e rb s  o f C o m m e rc e  o r th a t fe l l o w  th e  s c i e n ti fi c  

n a m i n g  ru l e s  fo u n d  i n  th e  In te rn a ti o n a l  C o d e  o f B o ta n i c a l  N o ri i & x l a tti rk  a re  

s a fe  fo r c o n s u m p ti o n  a s  d i e ta ry  s u p p l e m e n ts  o r o th e r fo o d s  b y  m a n  o r o th e r 
,,. .‘ *  

a n i m a l s . C i ta ti o n  o f th e s e  b o o k s  i n  th e  C F R -i s  s - i j e c i fi c  a n d  l i m i te d  to  th e  s o l e  ” 
,,,. 

p u rp o s e  o f i d e n ti fy i n g  a u th o ri ta ti v e  re fe re n c e s -fo r i n d u s try  to  u s e  to  d e te rm i n e  

th e  c o rre c t p l a n t n o m e n c l a tu re . N e i th e r re fe re n c e  a d d re s s e s  th e  s a fe ty  o r u s e s  : . 

o f p l a n ts . 
_ ._  1  # * , I_  ‘“< ” ,_  .> .*  ~ ,” 

T h i s  d i re c t fi n a l  ru l e  fo c u s e s  o n l y  o n ’th e  n a m i n g  o f b o ta m c a l  m g re d i e n ts  
_  

o f d i e ta ry  s u p p l e m e n ts  fo r l a b e l i n g  p u rp o s e s . It i s  th e  re s p o n s i b i l i ty  o f 

m a n u fa c tu re rs  a n d  d i s tri b u to rs  to  e n s u re  th a t th e  p a rti c u l a r b o ta n i c a l s  th e y  u s e  
< ,I ,, 

a s  i n g re d i e n ts  o f d i e ta ry  s u p p l e m e n ts  a re  s a fe  fo r h u m a n  c o n s u m p ti o n ; d o  n o t , 

c o n ta i n  c o n ta m i n a n ts , a re  p ro p e rl y  i d e n ti fi e d  o n l th e  l a b e l , a re ’l e g a l l y  

m a rk e te d , a n d  c o n fo rm  to  a l l  g o v e rn i n g  re g u l a ti o n s . 
j  . 

In  a d d i ti o n , H e rb s  o f C o m m e rc e , 2 n d  E d i ti o n  (2 0 0 0 ) d o e s  n o t re p re s e n t 

a n  a u th o ri ta ti v e  c o m p i l a ti o n  o fb o ta n i c a l  d i e ta ry  n i g re d i e n ts  ‘th a t w e re  ’ .’ ’ 

I  
,  
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marketed in the United States before October 15; 1’994 (i.e., botanicals’that are 

not new dietary ingredients under section 413(c) of the adt (Zi’U.SC. 3.&6b(c))).~ 

The book’s disclaimer explains that’the publfsher did not verify whether or j 
,’ 

not the companies that submitted botanical information for inclusion in this 
_ , . . L, ‘*~,p )-I 

reference had valid documentation that supported ‘suchmarketmg. The’books 

disclaimer further states: “The listing of a particul&r species of plant in this 

work is not, therefore, in and of itself, evidence that such species ‘was marketed * 
in the United States prior to October 15,1994” (Ref. 3, page xx).‘This dire& 

final rule does not confer FDA endorsememt of ,&I&S of commerce, 2nd Edition 
” d 

(2000) for any other purpose than to serve ,as a reference on the common or 

usual names of botanical ingredients contained in dietary supplements.’ ‘ t 

In most cases, Herbs of Commerce, 2nd Edition (2000) assigns a unique 

standardized common name to each plant. However, the book indicates that . <,_ 
the same standardized common name is given to more than one plant when 

the plants are used interchangeably in commerce. There are over lb0 instances ,. 

in Herbs of Commerce, 2nd Edition (2000) where the same standardized, ..) , ,, 0 j -, ,,j,__“> “( \*/ .._ ,I. 
common name applies to two or more different species, subspecies, or varieties 

of the same genus of plant. 

In other cases in Herbs of Commerce, 2nd E&t& (ZOOO), aname listed I 1. ._ ;,- :. _ ,, ,. 
under one of the categories of common names (e.g., Pinyin names) for one 
botanical may be shared by another botanical fro.& a dcffgrenf (-.&- Gf -gaffs, .,, * I ,., ,“,( p*. l...L, 

1” 
For example, the botanical Ammi majus L. has the standardized common name 

I 
bishop’s weed, whereas bishop’s we&is also fisted as”the‘ other commou name 

, for the botanical Aegopodium pb$agrarii LI &.at .ps .‘~gstan~“.G~~~-~. ;;&i?;; , ,. 
,. : ,,” ,_, 1 

name ash weed. 

“. 
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Confusion and mistakes in the identity ofboiani&fs &n%e causedwhen 

the ingredients have the same or similar common names. Therefore, it ‘is 

important that manufacturers know a botanical’s true identity, including its 

Latin binomial name with author citation and its biological’and chemi&l 

properties, before substituting one botanical for another as an ingredient of a 
1 

dietary supplement. It is the responsibility of manufa&urers%!rd distributors 

to ensure that any botanical used as an ingredient of a dietary supplement or 
. 

other food marketed in the United States is safe for consumption and complies 

with all applicable requirements of the act. * ’ ’ ’ ** 

The “standardized common names” of botanidals’listed in both the’ 1992 

and 2000 editions of Herbs of dommerce are ~onsistent”with the I&m Bill’s .’ I 

definition of the term “ginseng. “‘However, both editions note that the term 

“ginseng” has been used as part of “other common names” associated with _. 
botanicals from genera other than I%&, 3ncluding blue ginseng, ‘lesser’ . _ ‘: :,. : ; 
ginseng, prince ginseng, and Siberian ginseng. We remind industry that‘names 

that include the term “ginseng” may be used as the common or usual name 
: 

for a botanical ingredient only if the botanical is derived from the $ant genus . 

“Panax.” 

IV. Environmental Impact 

FDA has determined under 21"CFR 25.36(k) that this action is of a type 

that does not individually or cumulatively have a significant effect on the - 

human environment. Therefore, neither an environment assessment’nor’an ’ 

environmental impact statement is required. 

V. Regulatory Impact Analysis 

FDA has examined the economic impli&tio& of this direct’final rule as 

required by Executive Order 12866. Executive Order 12866 directs agencies 

to assess all costs and benefits of available regulatory alternatives and; when 

_ - 



regulation is necessary, to select regulatory approaches that maximize net 

benefits (including potential economic, environmental, public health and 

safety, and other advantages; distributive impacts; and equity). The Executive ” 
order classifies a regulatory action as significant if it meets any one of a number 

1 I 
of specified conditions, including: having an annual effect on the economy of 

$100 million, adversely affecting a sector of the economy in a material way, 

adversely affecting competition, or adversely affecting’ jobs. The Ex&utive 
. 

order also classifies a regulatory action as significant if’it raises novel legal 
.^ i 

or policy issues. We have determined that this direct final rule is not a 

significant regulatory action as defined by the’Exe&tive’order. 

A. Regulatory Options 

We have identified the following major regulatory alternatives &options: 
. . . ” ; ,_. 

(1) Take no action, (2) take the diredt final rule B&ti:on; and (3)take an 

alternative action. These options are explained in the next section of this 

document. 
. 

1. Option One: Take No Action 
_ . 

The incorporation by reference citations under § ZOi.a(h) would remain . _) sxx 
unchanged. Under this option, the folIowing”.requifements and’@rovisos’ap$y~ 

0 The label of a dietary supplement containing’s botanical ingredient’ must 

use the “standardized common ,name” for that~botapical ingredient, liste’d in - 

the 19% edition of Herbs of Cdmmkrce. 
b 

l For a botanical ingredient not listed in the 1992 edition’ of Herbs of . 

Commerce, the label could use any appropriately descriptive name as the 

common or usual name, with the following,exceI&ion. “In accordance with ., / _ . ., ” . * 
section 10806 of the Farm Bill, the use of the term “‘ginseng” as a common ::. 
or usual name (or part thereof) for any dietary supplement or Idiet,ary ingredient I” 

/,I j’ 



is limited to those that are derived from a pl’ant &&ified within the genus 

“Panax.” 

0 Any common or usual name other than the “standardized common 

name” for a botanical ingredient may be used only if the botanical ingredient 

is not listed in Herbs of Commerce (l%E), and must;‘tbe accompanied by the 

Latin binomial name of, the plant from which it is derived. 

0 The Latin binomial name must be stated in accordance with the . 
internationally accepted rules on botanical nomenclature, such as those found a’ 
in the International Code of Botanical Nomenclci&e (Tokyo co&)‘1 b%. ” “* 

0 The Latin binomial name of a botanical ingredient also must include -, / 3 
the designation of the author or authors who published the Latin name, when 

01 a positive identification of the botanical cannot be ‘made in its’,absence. 

2. Option Two: Take the Direct Final Rule Action ’ i 

The direct final rule option’would-update the incorpbratiou by reference 

citations under § 101.4(h). Under this option, the. following requirements and 

provisos apply: 

9 The label of a dietary supplement containing a botanical ingredient must ?” ,_..( I. 
use the “standardized common name” for that botanical”~:~greaient list&I in 

the 2000 edition of Herbs of &mm+erce. ‘ 
(._., _. ,. “1, 

0 For a botanical ingredient not listed in the 2000 edition of Herbs of ” “I_ *“’ ‘-’ 

Commerce, the label could use any appropriately descriptive name as the / 
common or usual name, with the following exceljtion. As in Option One, in 

accordance with section 10806 of the Farm-Bill, the use of the term “ginseng” ’ 
as a common or usual name (or part thereof) for any dietary supplement or 

dietary ingredient is limited to those that are derived, from a plant classified 

within the genus “Panax.” 



* Any common or usual name other than the “‘standardized common 

name” for a botanical ingredient may be used only if the botanical ingredient 

is not listed in Herbs of Commerce (ZOOO), and must be accompanied by the 

Latin binomial name of the plant from which it is derived. 

* The Latin binomial name must be stated in acdordance with the !_ +,..‘.’ .: j : 

internationally accepted rules on botanical nomen&&e~ found. in the 

International Code of Botanical Nomenclature (Saint Louis Code)-ZOO.” . 

0 When needed’ to f%itively identify the b&iii&1 ingredient, the-Latin Li “? : 

binomial name also must jnclude, the auth,or .cjta,tion (i.e., namefs) of the 
: 

person(s) who described and published the Latin binomial name in accordance 

with the internationally accepted rules on botanical nomenclature found in 

the International Code of Botanical Nomenclature (Saint &qqj.y_Code), Z?OO). 

3. Option Three: Take an Alternative Action “3 1 ” 8 Jo ,\_. 3: 

This option is similar to the direct final rule,option. We would still update 

the incorporation by reference citations under § 1&.4(h), but firms would have 1 ; ,., ., ), ., ^ ;,‘. i. (, 

slightly more flexibility when labeling supplemeInfs containing a botanical . 

ingredient. Under this option, the following requirements and provisos apply: 
:, .“. ,. _. /.. .)_ 

* As in Option Two, if the “standardized common name” for a botanical !- IX .’ . 

ingredient has changed from the 1992 to the 2000 edition of Herbs of 

Commerce, firms must use the revised “standardized common~name” listed ;..! ._,, . 

in the 2000 edition of Herbs of Commerce. 

0 If a botanical ingredient listed in the 2000 edition of Herbs of Commerce 

was not previously listed in the 19% edition of that reference, firms could 

elect tb use any of the names (i.e., botanical synonym,“Ayu%dic name, pinyin 
;- “II /.’ ; ,_ 

name,’ or other common name) listed for that botanical3 in the, 2~0~,0 edition :.i __’ ,- ;, 
‘~‘2’ L ‘I as the common or usual name, with the following exception. As in Options ~ ._j’ . 
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One and Two, in accordance with section 10806" of th-6 Fimri Bill, the use of 

the term “ginseng” as a common‘or usual name (or part thereof) for a dietary 

supplement or dietary ingredient is limited to those that are derived from a 

plant classified within the genus “Panax.” 

0 Similar to Options One and Two, if the botanical i,ngredient is not listed 

in either the 1992 or 2000 edition of Herbs of Commerce, firms could use any ,. 

appropriately descriptive name as the common or usual name for that i 

ingredient with the following exception. In accordkce with section 10806.of 

the Farm Bill, the use of the term “ginseng” as a’common or usu$ name (or 

part thereof) for a dietary suhplement or dietary ingredient% limitedto’those 

that are derived from a plant classifi,ed within the genus “Panax.” 

* As in Option Two, any common or usual name other than the * I 
“standardized common name” for a botanical ingredient may be used only if .’ ‘ r 
the botanical ingredient is not listed in HGbs $i=bmmerce’(2000), and must I; : 

be accompanied by the Latin binomial name of the8 plant from which it is 

derived. 

0 As in Option Two, the Latinbinomiai name must be stated in accordance 

with the internationally accepted rules on botanical nomenclature found in 

the International Code of Botanical iV&iGclatu~e (Saint h&%dej .i?iibO. 
’ : 

0 As in Option Two, when needed to positively identify the botanical 

ingredient, the Latin binomial name also must include the author citation (i.e., 

name(s) of the person(s) who described and published the Latin binomial name 

in accordance with the internationally accepted rules on botanical 

nomenclature found in the Intehational Code of lhta~~cal i%~enchtiire 
: .:i ,. .,_ ; . I : 1 

(Saint Louis Code) 2000). _ 



19 

B. Impacts of Regulatory Options 

1. Option One: Take No Action 

This option would retain the 1992 edition offie2x of Commerce as the 
/,_‘” I,) - . .^ 

source for standardized common’names and the “~9% edition of the 

International Code of Botanical Nomenclature as the reference on how to state 

the Latin binomial names of botanical ingredients of dietary supplements. By 

convention,. we treat the option of taking no action” as the baseline for 
.: 

d‘efining 

the costs and benefits of the other options. Therefore, we discuss the-im’pacts 

of this option indirectly via the costs and benefits of the~other options. 

For this direct final rule, we include as part of’the baseline costs for Option 

One (take no action) the cost of section 10806 of the Farm Bill, which restricts _ 
the use of the term “ginseng” in the labeling of dietary supplements as 

discussed under section II, Direct Final Rule, of this documentThis is because 

the requirements of the Farm Bill are already in effect and are not dependent 

upon this rule for implementation. 

2. Option Two: Take the Direct Final Rule Action 

a. Costs of option two. The direct final rule would’generate two basic types 
. . . . 

of costs: (1) Costs associated with changing certain:diet&y su~$e~ent~labels 

and (2) potential one-time increases in product search costs for some . 

consumers. ., I 

We estimate the first type of cost by using a model developed for that -.. 
purpose by Research Triangle Institute (RTI) under contract to us [Ref. 5). This 

model estimates the total cost to change product’labels by‘estmiating and then 

adding together the following types of costs: ‘(1) Internal 4administrative, ‘(2). _ ., . . . . _.‘ ._. \. , , 

graphic design, (3) pre-press, (4) plate or cylinder engraving or etching, and 

(5) inventory disposal. The first four costs depend, ‘in part, on the number of ! _,I I -.I_ :.., 



stockkeeping units (SKUs) involved. According to this’model, dietary ‘. 
1 

supplements are associated with 29,514 SKUs (Ref. i). _ 
\ ,I’\: , 

_..( “. , 

The direct final rule would not affect all of these SKUs, on’ly those ‘, ’ 

associated with dietary supplements containing botanical’s me do not have 

direct estimates of the,number of SKUs associated specifically with dietary 

supplements containing botanicals. However, a i999 report by RTI on the 
_. . 

economic characteristics of the dietary supplement industry found that herbals ’ . . 
and botanicals made up 28 percent of sales. in the dietary supplement market (./, 
(Ref. 6). A statement submitted to us by the American Herbal’Products I 

Association (AHPA) noted that the Nutritiuti Bu$ness$i%d “has 

consistently stated that herbal products represent approximately 25 percent of i 
the sales of all supplemerits” (RX?): Ci tile follo&&g -analysis, we use the 

28 percent figure rather than the 25 percent figure because it is better 

documented and because the 28 percent figure is consistent with the phrase r I 
“approximately 25 percent. ” In the absence of otber’inform&ion, &e’a&me 

that the share of SKUs associated with products containing botanicals is . ..“_ 

similar to the share of sales associated with su&~products; that’is, we as’sume 

that 28 percent of the total number of SKUs associated with dietary ‘. 

supplements is associated with dietary supplements containing botani&ls. 

Therefore, we assume that approximately 8,3bb SKUs (2h,!Iii4 SKUs x 28 

percent) are associated with dietary supplements’containing botanicals. 

In addition, the direct final rule would only~~f~~~~‘aietary-‘s~~~~eme’~ts. ‘- ” _ 

containing the following botanicals: (1) Any of th‘e i $dO’ addition&l botanicals 

for which the 2000 edition of Herbs of Coinme& establishes standardized 

common names, if the labels of ‘those pro&&do ‘not already.li&t those’ ‘-’ __ _^ 
botanicals under those names,,(2) ‘any of the 140 bc$&&als that ihe 2600 
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edition of Herbs of Commerce lists under a different standardized common 

name than in the 1992 edition, and (3) any botan’ical that the 2000 edition 

of the Herbs of Commerce does not list and for which using the naming 

conventions in the 2000 edition of the Infernatiqnal Code of B&ihikal 

Nomenclature would result in a different Latin b$romial name or author 

citation than using the naming conventions in the 1994 edition. 
7 

We do not know how many Latin binomial names the 2@ci edition of the 1 : _ 
International Code of Botanical Nomenclature has ‘changed, because that ” 
reference contains naming conventions rather than a list of names that we _. 
could compare with another list of names. Firms’may need to change the labels 

of products containing botanicals that were listed under‘& ‘same stan&rd&ed ‘. ” 

common names in both the 1992 and 2000 editions of Herbs of Cdrntiez-ce, ,, ,-. . 
if the firms voluntarily listed the Latin binomiaGnG$ of those botanicals and :: .^, ,I,._ i, . 
the 2000 edition of the International Code of Botanical Nom&nclattire has 

changed those names. 

We do not have information. on the number of dietary supplements this i 
direct final rule would likely affect, AHPA”~reijortedly.reviewed the lab& of 

several hundred dietary supplements containing botanicals an’dfou’n’d that 85 

percent fully conformed to the 2000 edition of Hbrbs of i=ommerce (Ref. 7). 
: I,. I 

Additional samples might find higher or‘lower’rates~of comI&Gice. In 
* * . 1. 

addition, labels that are already in compliance width ‘the’2dob;kZtion of~~EG&s’ ‘. 

of Commerce might not be in compliance with”‘&e ‘%3O’ti”edition of the 
I’ ..’ * .‘ ._. . 

International Code of Botanical Nomenclature. To better reflect the uncertainty 

about the number of dietary supplements this ‘direct fir&l rule would’be‘likely 

to affect, we assume it would affectbetween. ,and.20-percent of the 8,300’ 
” _.. _“_ ,/.. 

SKUs associated with botanical supplements or from 830 SKUs (8,300 S’%(lJS. . -, 1* 
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x 10 percent) to 1,660 SKUs (8,300 SKUs x 20 ijercent). This range corresponds 

to an overall percentage of 3 (830 SKUs + 29,514 SKUs) to 6 percent (l,G60 1/, ‘ 
SKUs + 29,514 SKUs) of dietary supplement SKUs: r 

The labeling cost mo’del we use does not base inventory disposal costs 

specifically on SKUs, but on the types of labels firms generally use for different 

types of products and assumptions about the amount of inventory remaining 

under different compliance periods for different types of products. We assume (/ 1 

that the direct final rule would generate between 3, and 6 percent of the -: ( “. 

inventory disposal costs the model estimates forchanging all dietary ’ , 

supplement SKUs. 
_ 

The cost of changing product labels also varieswith the amount of tim.e .z r.;, ,,%‘:“‘:,i’, ^ ,: : ,* e > 

we give firms to change the labels. ‘The effe~ctive ‘date’~~~.‘~~~s.~~~ect’fingl:ri_;lk ” “-^ ” . :_ ” 
is January 1, 2O,Cj6, which is the uniform effective date for foe-d.l&eling :, “/ “* 

regulations published between January 1,2003, and December $1, 2004: l&7& " - " .> ., ~, ;. , 
’ have chosen the uniform effective date for implementing the direct final rule 

in part because it provides a compliance period of at least 1 year following 

the publication of this rule. Under this compliance period, the label cost model 

estimates that the direct final rule would generate one-time relabeling costs ” 

of between $2 million (830 SKUs x $2,4Op per SKU) and $7 million (1,660. 

SKUs x $4,200 per SKU). 

In addition, the direct final rule may generate a one-time increase in 

product search costs for some consumers. Affected consumers would in,clude 

those who currently identify desired botanical ingredients by: (1) Common or , _ 

usual names that are different from the 1,500 new standardized common names ‘ 

listed in the 2000 edition of the Herbs of Cotim~rti~, (2) one of the 14b : 
standardized common names changed by the Z&o’edition of~the Hirbs of ‘,_ , I _ d 



/, ., 
23 

Commerce, or (3) one of the Latin binomial names changed by the 2000 edition 

of the International Code, of Botatiical Nomeddture. These consume& would 

need to learn the new names for desired ingredients: We-do not know the 

number of affected consumers, but approximately 100 million adults (49 xj .,,. / 
percent of adults times 202,493,000 adults ages 18 and‘older in the -United 

States in 1999) consumed dietary supplements containing botanicals in 1999 

(Refs. 8 and 9). Probably only a small percentage”of these consumers would . 

be interested in one or more of the botanicals whose namei would be affected 

by this direct final rule. In the absence of other information, we assume ,that 

the proportion of consumers using the botanic,al ingredient names that the 
. 

direct final rule would change is the same as the proportion of labels bearing 

those names or 3 to 6 percent.,These percentages correspond to 3 to 6 million 

consumers. 

We do not know the amount of time these consumers would, need to 

discover that they cannot locate a product containing a desired botanical 

ingredient by the name under which they were aticustomed to finding it, ,’ 
investigate the cause, and discover the new name. The,methods consumers I,. _^. j., . i. ,e. . ,. 
would use to resolve these issues are probably: (i) Asking a,~alesperson,(~) 

reading information on current bot&itial names in books or the Internet, or 
: ’ _- ,._ il. 

(3) reading additional product labefs or brochures, some-of til$jh’r&hi . _ . . . 
voluntarily indicate the relevant name changes. The amount of. time particular 

consumers devote to finding ingredients that hav’e different names will vary 

with their interest in the ingredient and the number of’ingredients involved. 

Consumers interested in multiple affected ingredients would probably spend _ , 
the greatest amount of time on the first change they encounter because they 

could use some of the information they discover about that change to deal with 
/ i ,__.: I 

, c 
- =-j-w-.- 1 -.-e-w-.- 
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additional changes. ‘For example, they  might i&n that names:have changed 

and develop a method for finding the new name. W e assume that each affec ted 

consumer might spend between 0 and 30 minutes  to process the name changes. 

The average value of I hour of leisure time should be s imilar to the average 

value of 1 hour of working time, which was $15.66 in January 2001 (Ref. 10). 

Therefore, we estimate a maximum search cost increase of bet&&%~ $23 million 

(3 million x .0.5 hours x  $15.66 per hour) and $47 miflion.(6 million x  0.5 

hours x  $15.66 per hour). This  burden is  a one-time cost, because future 

consumers of these products would not need to sw itch~from the old name to , 

the new name. . 

Combining the two types of costs, relabeling’and search costs, gives a range 

of total one-time costs of $25 to $5.4 million. : 

b. Benefits  of option two. The direc t final ruie,&ould’reduce product 

search costs for consumers who currently  shop for ‘dietary  suhplements  

containing desired botanical ingredients  by using Latin‘binomi.al names- or the 

nonstandardized names that might appear along with Latin binomial names, 

but who would be able to use one or more of the J t,$O O  additional s tandardized 
* : 

common names in the 2000 edition of the Herbs of’kommerck. The dir&t final : (, .- ;/ .^!’ _’ 
rule would reduce these consumers’ search costs:because‘s tandardized” 

common names tend to be shorter and more dis ti:ndtive’than.iatin binomial 
_a 2. 

names, and the same ingredients  would alway s  appear under the same 

s tandardized common name. 
/ ‘ 

O ther consumers who would benefit from the direc t final rule arethose 

who shop for dietary  supplements  containing botanical ingredients  by &ing 
I 

the s tandardized common names lis ted mthe l@ed$ion of I%&& of” ’ 

Commerce, but who are currently  unable to differentiate desired ingredients  
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from undesired ingredients using those standardized names. Some of these _. ,_ 

consumers might be better able to differentiate these ingredients using the more . . . . 1 . ,4 3 I 
specific standardized common names in the 2000 edition. As noted previously, - I, ,,” ., ,_l _, -j_( i, ,_ .‘i /,_.“. * ,...: ,_ (. ,.,. 
the 2000 edition reports that it has changed 140 n&ies to.imprdve speccficity, 

accuracy, or both. 

Additional consumers who would benefit are those who shop for dietary 

supplements containing botanical ingredients using: (a) One or more of the 

standardized common names that the 2600 edition, of Hkrbs df C&Gn&ke has 

changed to improve accuracy or (b) one or more of ‘the Latinbinomial names ’ - ,., > _: ,. j,. ,i. ./. “. .: i ,, j. a,_ : 

that the 2000 edition of the International Code of Botanical hh%nclature has 

changed due to a better understanding about thetaxonomic relationships 

between plants. These consumers shop for dietary supplements using the 
- “‘I” ‘* ‘: botanical ingredient names in the 2000 edltlon.of&&-of Cbmtik~& or stated’ 

in accordance with the rules in the 2000 edition &the InfernqtTonpi, &(-je of 

Botanical Nomenclature but sometimes have difficulty finding those dietary 

supplements because the product labeling may use a name from or ~stat.ed in 

accordance with previous editions of those texts. The direct final rule would 

reduce search costs for these consumers by reducing iticonsistencies between 

the botanical names in the 2000 editions of EIerbi 6f ~?%-itieii% &id ‘the -’ 

International Code of Botanical Nom~n&hre aGa:th&,pames tised td Gf& io’ ‘. 

those botanicals on dietary supplement labels. ... s 

We do not know the number of consumers in, each ofthese categories. 

Therefore, we again assume that the total number of consumers in all affected 
: 

categories would be between 3 and’6 percent of the estimated 100 million 

consumers who used a dietary supplement containing’s botan&al’ingredient 

in 1999, or 3 to 6 milhon consumers. 
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We also do not know the decrease in search costs that the &nsu’mers in 

each of these categories would experience. However, we estimate the possible ‘” 

range of total search cost reductions using three studies on consumer behavior. ” 
The first study recorded the amount of time people in drug stores spent looking I 
at an item on the shelf before making a purchase (Ref. 11) and found tha’t _.. . . . __i ,. ‘_ 
customers,-on average, spent approximately 4 minutes studying a product :, _I\’ 

before purchasing it. According to data from RTI, adult consumers bought an . ,. 

average of six units of dietary supplements containu-rg a bbtanical ingredient 

in 19%. Therefore, this study suggests that consumers of dietary supplements 
” , ‘. , 

containing botanicals spend an average of 24 minutes per year (six units per 

year x 4 minutes per unit) looking at these products on shelves before . ,. 

purchasing them. 
1 

The second study, called the Americans’ Use of Time Project, used time 

diaries to study how over 3,500 adults spent their time (Ref. 12). This study 

found that adult Americans spent about 371 minutes per week shopping for j I ,” .).I, 

personal consumption items in 19&, such as groceries and other household 

products. This study did not provide information on time spent searching 

specifically for dietary supplements. To estimate‘this time, we assume that the 

share of shopping time devoted to dietary supplements is proportional to the 

share of consumers’ budgets spent on dietary supplements. According to an 

industry source and FDA projections, consumersspent about’@.8 billion on 

dietary supplements containing botanical ingredie&in l%f (Ref. ‘i 3): ‘. 

Consumers spent $6,250 billion on-personal consumption in i&9” (Ref. 14): / i -1.: (. )‘_ -: ~, 
We do not know the personal consumption expenditures of people who’ 

specifically purchase dietary supplements containing botanicals. Therefore, we : ‘A% .,, ~I I) ‘i 
assume that the personal consumption expenditures of those consumers are 
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49 percent of the personal consumption expenditures of all consumers. We _ 

base this assumption on the estimate that 49 percent of adult consumers used _I *.,, “‘ /_J.,i”. 1 i . . . I ,_< I - / ‘, 
such a su.pplement in 1999, and the assumption that those consumers spent * 

about the same amount on personal consumption as did other consumers. 

Under these assumptions, we estimate on the ba,sis: of this study that 

consumers spend an average of 30 minutes per year [($4.8 billion + [$6,250 

billion X 0.491) x 371 minutes per week x 52 wee.ks per year] shopping for 
I I. 

supplements containing botanicals. 

The third study used hidden observers to track a,~d.recqrd,shopping time 

in grocery stores (Ref. 15). This study found that people spent an average of ,, 8 ,,, ,. 

about 21 minutes shopping in the grocery store per trip to the grocery store. 1 ” b .,. ,, ,i” ; . . I. /, 

By combining the estimated time per trip with the Food. rvfarketing Institute’s :: F j ‘̂ ~,‘-“‘“5 ,_ 
finding that consumers average about 2.2 grocery shopping trips per week, we . I,, 

estimate shopping time for all grocery store purcha,ses to be 46.2 minutes per . i:‘-_ . ! ..__ , 
week (2.2 trips per week x 21 minutes per trip) (Ref. 16). Again, we assume * ‘( .,, )’ / 
that the proportion of shopping time devoted to dietary supplements equals 

the proportion of grocery store expenditures on dietary supplements. In 1999, 

consumers spent approximately $721 billion on grticery store’$urchases (here ., ,, 

defined as food, alcoholic beverages, housekeeping supplies, personal care I 6 ‘I 

products, and tobacco products and smoking su$plies) (Ref. 17). : <,~‘-, ,, ‘1 ’ ‘_ _~ 4 ., 
We again assume that 49 percent of this amount was spent by adults who 

consumed dietary supplements containing botanicals. Based upon this study 

and the stated assumptions, we estimate that consum,ers spend’about ‘33 

minutes per year [($4.8 billion t [$711 billion X 6.491) x 46 minutes per week 1, B 
x 52 weeks per year] shopping for dietary supplements containing botanical : ‘- , 
ingredients. 



All of the estimates of search costs are imprecise. None of these studies ,. 
looks at product search activity that does not involve shopping, such as looking I 

up material in books or on the Internet. The grocery store and use of time i;_ _ I. 

studies both addressed shopping time, which includes activities other than 

reading product labels. Nevertheless, in the absence.of additi.onal information, 

we estimate that this direct final rule could reduce, one’s shopping time by 

a maximum of about 33 minutes (0.55 hours) per year. Applying this time 

savings to the estimated 3 to 6 million affected consumers and the average 

value of time of $15.66 gives maximum search cost savings of between $26 

million (0.55 hours per year x 3 million x $15.66 per hour) and $52 million’ 

(0.55 hours per year x 6 million x $15.66 per hour) per year. The direct final / ~” 
rule, however, would not eliminate all search costs associatei with dietary 

supplements containing botanical ingredients for consumers’interested in the 

affected products. To reflect this fact, we assume that this direct” final rule ,> 
would eliminate between 10 and 2O’percent of those search cos,ts, which would 

result in a range of search cost savings of $3 to $lD’million per year ($2.6 

million x 10 percent to $52 million x 20 percent). These benefits would recur 

annually because they would apply whenever a consumer actively searched 

for products containing the relevant ingredients, unlike the one-time increases 

in search costs that some consumers ‘might face because the direct final rule . ( r _/ . . _, I .,__ _.,,‘. )_.“_^ ,, e&G ” ;‘ .“” , 

would change existing botanical ingredient names. 

Based on the preceding discussion, we estimate this direct final rule would 

generate net costs in the first year of between $15 to $51 million, and net 

benefits of $3 to $10 million every “year after the first year. Under a discount ; I 
rate of 7 percent, the present value of an infinite-~Se‘Eii;il~:~benef~ts of $$ _ 

million per year is $43 million ($3 million i 7 percent), and the present value 



2g I/,,, : I 
of an infinite stream of benefits of $10 million per year is $143 million ($10 

million + 7 percent). Therefore, over time, this option would generate net 1 
benefits of negative $8 million ($43 million - $51 million) to $128 million 

($143 million - $15 million). The stream of benefits that would exactly offset 

the maximum estimated cost of $51 million to give zero net costs is $‘4 million 

($4 million + 7 percent = $57 million) per year out ofthe potential range of - 

$3 to $10 million per year. Therefore, this direct final rule would probably 

generate net benefits. 

3. Option Three: Take an Alternative Action (as described un’der section V.A, 

Regulatory Options, of this document) 

As discussed under section I, Background, of this document, in addition 

to standardized common names and Latin binomial names, the 2000 edition 

of Herbs of Commerce includes up to four other categories of names (i.e:, ,s, 
botanical synonyms, Ayurvedic names, pinyin names and other comm.on ” _ / I II _.. :,-*. , ,., _ 

names) for each plant listed, when applicable. In order to reduce the number I 
of label and name changes that we would require under Option Two, we could 

allow “firms using any of the 1,500 botanicals that were not listed in-the !9”92, 

edition of Herbs of Cdmmkrtie, but that are listed*in~ the. 2@Yedition, to 

continue to label their products as they do now, as long as the name used ._ I ‘, ,I 
for a botanical ingredient meets one of the follov@ng requi?ements:(l) Is among I ~ -, _: _ 
the names for the respective botanical listed in the 2OQO editi”on and comljlies 

with the Farm Bill requirement concerning the use, of the.term~“ginseng” and : ,> .” ;, ,.- _, 

(2) is accompanied by the corresponding Latin binomial name, stated to (‘.j~ .,; (j”_ h.^_ ,._ 
conform to the naming conventions of the 2000 edition .of the International 

Code of Botanical Nomenclature, including the author citation when needed 
, 

for a positive identification of the botanical. 
(,,.,(. (,.S ” I_ , 



a. Costs of option three. This option would generate the same labeling costs 

as Option Two, except that some firms manufacturing or labeling dietary 

supplements containing one or more of the 1,506 botanical ingredients for 

which the 2000 edition of ,jQrbs of Commerce establishes new standardized 

common names would not-need to revise the 1”abels o.f those products. The 

product whose labels would not need to be revised,are, with some exce$tidns, I/ 

those that currently list botanical ingredients by any one of their corresponding . 
names found in the 2000 edition of Herbs of Commerce. The exceptions whose 

labels would nonetheless need to be revised, are “those with names that conflict 

with the Farm Bill restriction on the use of the term “ginseng,” or that do 

not state the correct Latin binomial names must be,~stated in accordance with I, .,-,;r,,” *>. L_,ii‘ I,,) jj : .“. -_, /i_, _*,-_‘ _ ( ,. 

the naming conventions of the 2000 edition of the ~~tekitioqd Code of 

Botanical Nomenclature and include the author citations when ‘needed for a “- ,. 
positive identification of the botanicals. We do not know the number of,such 

products. Using the cost estimated for Option Two; we estimate‘that thelabel ‘- 

change costs for Option Three would also be between $2 and $7’Gmillion, except 

that the cost. of this option must be the same or less than the costs of Option ‘j I, 
Two. 

Option Three would also generate the same short-term increases’in ” 

product search costs as Option Two, except that some consumers who ,, 
currently use one of the other names listed in the 2000 edition of Herbs of 

Commerce to identify botanical ingredients would be able to continue to use 

those names to identify those ingredients. We do not know the number of such . ,. i / ). 
consumers. Using the cost estimated for QS”on”Two,“we e&mate that the 

II I. . . 
increase of search costs under Option Three would’ also be between $23’and ! . ! ._” . ..” “. _,. “tl ,.‘. I, a_ t ._, j _-.. 
$47 million, except that these costs must be the same or less than the ” 
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corresponding costs of Option Two, because the”consumers affected by’this ~ 

cost under Option’Three are a subset of the consumers affected by this cost 

under Option Two. 

b. Benefits of option three. This option would generate the same reduction , 
in long-term search costs as Option Two, except that fewer consumers who 

currently shop for dietary supplements using nonstandardized names would 

instead be able to use standardized common names to more easily identify 

those ingredients in other supplements. Again, we’d0 not have sufficiently i ;j ..,^ * 
detailed informati,on to distinguish the size of this ‘benefit from’that of Option . 

Two, so we again estimate the benefits to be between $3 and $10 million per 

year, except that they must be the same or less than the benefits of Option 

Two because the source of benefits under Option Three is a subset of the I 
sources of benefits under Option Two. 

s. 

We cannot compare the net b.enefits of Optidn’Three to those of Option I:. 
Two because the costs and benefits of Option Three are both lower, and we 

do not know the relative size of the changes in costs and benefits.‘If, however, .I, ~ .^_ , 2.. ,&~,.~e ,.^a, _l,_l, _,” _,,_. *, em/.“, .)c,l ” .I:. .,. ,_ ,, 
the costs and benefits of Option Three were below ‘those of Option Two by 

the same proportion, then Option Three would probably have lower net 

benefits than Option Two. 

VI. Regulatory Flexibility Analysis 
.- ;j “. 

FDA has examined the economic implications’of this direct final rule as 

required by the Regulatory Flexibility Act (5 ‘U.S.‘C “E@t”612). Ifa rule has a ” - 

significant economic impact on a substantial number of small entities, the’ 

Regulatory Flexibility Act requires us to analyze regulatory options that! would 

minimize the economic effect of the rule on small entities~. We find that this ’ ^_%,#_I /> 1_< ./ I ; _ i.; ” 



direct final rule will have a significant economic impact on a substantial _. _ 
number of.small entities. 

A. Regulatory Options 

In the preceding preliminary regulatory impact analysis under section V.A, 

Regulatory Options, of this document, we identified’the following major 

regulatory alternatives or options: (I) Take no action, (2) take the direct ‘final 

rule action, and (3) take an alternative action. %Je request comments on these , ,, .,I ,, ,a./) 1 
and any other plausible alternatives. -.. 

^ 

B. Impacts of Regulatory bptions 

1. Option One: Take No Action ’ 
. ,./I _, \.. .I 

The incorporation by reference citations under § 101.4(h) would remain -‘I _ _,/ / ., 
unchanged. Under this option, the following requirements and provisos apply: 

0 The label of a dietary supplement containing’s botanical ingredient must : a’-“<. *- ‘ -’ ” _,., ,. 

use the “standardized common name” for that botanical ingredient listed in 

the 1992 edition of Herbs of Commerce. 
< 

. . > \ .‘ I “. 
* For a botanical ingredient not listed in the i&2 edition @Herbs of 

Commerce, the label could use”any’ appropriately descriptive-‘name as the . ,. ,_ . 
common or ‘usual name, with the fol1owing.excepti’cr-r. In accordance with 

section 10806 of the Farm Sill, the use of the term “ginseng”‘as a common )_ 

or usual name (or part thereof) for any dietary supplement or dietary ingredient 

is limited to those that are derived from a plant c)assified within the genus 

“Panax.” 

l Any common or usual name other than the. “.~tand,~rdi~~,~,,cornmop ,, 
_ 

name” for a botanical ingredient may be used only if the botanical &@redient’ ‘. 

r 
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is n o t l isted in  Herbs  o f C o m m e r c e  (1992) , a n d  m u s t b e  a c c o m p a n i e d  by  th e ’ 

L a tin  b inomia l  n a m e  o f th e  p lan t from  wh ich  it is der ived . _ , _  _ _  _ _  

* T h e  L a tin  b inpmia l~ ,n a m e  m ~ u s t.,b ,e . stated, in  accordance  with th e  . . . i .x ,, ,. . . .,.., I _ _ L  .i, _ ; /,+ _ :.,+ . .~  h _  .~ . _ ,-,_ (  . . -_  ,. 

in ternat ional ly  accep te d  ru les  o n  b o tan ica l  n o m e n c l a tu re , such  as  those  fo u n d  

in  th e  In te rna tiona l  C o d e .o f B o tan ica l  N o m e n c l a tu re  (Tokyo C o d e )  1 9 9 4 . 

0  T h e  L a tin  b inomia l  n a m e  o f a  b o ta n fcal ing red ien t a lso  m u s t inc lude 

th e  des igna tio n  o f th e  a u tho r  o r  a u thors  w h o  pub l i shed  th e  L a tin  n a m e , w h e n  
. 

a  posi t ive iden tif ication o f th e  b o tan ica l  c a n n o t be - ,m a ,d e  in  its absence . _  . i”, * i_ x’ ‘:*x,d~ , L  yl‘*-,*,a: i 1  )  .,J ,. . I 

Tak ing  n o  add i tiona l  ac tio n . b e y o n d  th e  cur ren t regu la tory  reg ime  th a t w e  , .* “. -_ ,;,q  ., *, ,I II ,, “̂  

descr ibed  in  th e  prev ious  pa rag raphs  wou ld  have  n o  e ffec t o n  sma l i~en tities  

relat ive to  th e  status q u o . 

2 . O p tio n  T w o : Take  th e  Direct  F ina !,Ru le  A ct ion _  ,.-. . _  I 

T h e  direct  fina l  ru le  ac tio ,n* is to  u p d a te  th e  incorpora tio n  by  re fe rence  
‘, _ ._ . -.,,‘̂ a  ,. .1  , 1 . I/ i, ,i _ , .,. a , 

ci tat ions u n d e r  §  1 0 1 .4(h) . U n d e r  th is  o p tio n , th e  fo l lowing  requ i remen ts a n d  ^ I 

prov isos app ly : 

0  T h e  labe l  o f a  d ie tary  supj i j lement  con ta in ing  a  b o tan ica l  ing red ien t m u s t 

use  th e  “s tandard ized c o m m o n , n a m e ’.~ , fo r  th a t~  b o tan ica ] ing red ien t l isted in  

th e  2 0 0 0  ed i tio n  o f @ &  p f C o m m e r c e . 

0  For  a  b o tan ica l  ing red ien t n o t l isted in  th e  2 ~ v Q O w  ed i tio n  o f Herbs  o f 

C o m m e r c e , th e  labe l  cou ld  use  any  appropr ia te ly  descr ipt ive n a m e - a s  th e  / ,_ _  ” _  _ > .;, \. _ ‘ : 
c o m m o n  or  usua l  n a m e , with th e  fo l lowing  excep tio n . A s in  O p tio n  O n e , in  _ . . 
accordance  with sect ion 1 0 8 0 6 , o f th e _  F a r m , B ill, th e  use  o f th e  te r m  “g inseng” I. i 

as  a  c o m m o n  or  usua l  n a m e  (or  pa r t th e r e o f) fo r  any  d ie tary  s u p p l e m e n t o r  , _ . 

d ie tary  ing red ien t is lim ite d  to  those  th a t -a re  der ived ,~ f& m a  p ian t c iassrf ied’ 

wi th in th e  g e n u s  “P a n q x .” 

* A n y  c o m m o n  or  usua l  n a m e  .~ t~ ,~ r~ t~ ,~ .~ ,~h~  “sta i - idard ized c o m m + o ,n  _ _ _  L _  <  i - i - -_ rd ,e ,.,.ir~ a :.u ,*.m . _ ( I “.-“..*” (  * ” _ 1  x, ,_ 3  1  1 . , I,j _ I. ,~  ,_ _  

n a m e ” fo r  a  b o tan ica l  ing red ien t m a y  b e  used  on ly  if th e  b o tan ica l  ing red ien t E .:, ., _ ,e , 3 , ,; :, 
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is not listed in Herbs of Commerce (ZOOO), and must be accompanied by the ,. m ,. i’i 

Latin binom ial name ofthe, plant from  which ‘it. is d,erivedr. j ‘,“-~, -* . , ._. , ( ~ ,(,^ 1 :‘I ) ” ., ^;- 

l When needed to positively identify the bottinicai ingredient, the Latin 

affect any other cla,ssof small entities RTI developed a Dietary Supplement “I j ,“,) ., “a”. ..*~,i;!t%%+~i~: ,, z , ww,r- ~,~“~~~~,~,~,~~~~~*~!~~~~~~ as ,I. 
Enhanced Establishmgnt Database (DS-EED) under contract to,us,., RT%?sod ,__~ - , *l”.,, r**..wM :.~~L+, _/ .,, “l,. -i,, 0-j. ,_,) ,. I ,,:*/* .*, ,.. ,.;_ r*, . ?\_..“~ .~ .,e . ,,,” ,./ ,I i j _y_ f ;: ” I 

information from  tradeorganizations, trade shows, and electronic datab,a,se,s _, 

(Ref. 6). According to these data, approximately 350 to’ 1,26‘0e~~ablishmentS ,. 

m ight manufacture, repackage, or relabel supplements containing botanicals. . .& __,__ ;, 

The Small Business Administration (SBA).defines a smallbusiness in the ., 13 ‘. .‘A” Lb> I _/,.l_ _i.“l_l (, ‘II _.- / *Awl _^i ...- ‘).A  (P ..~.i”..P‘ _“, .,;, ” l.‘-.- ,- 1 . (,“, 1. .,, ,~^, _g .,_. / , ., 
dietary supplement industry as a busines.s havi~ng 500 or fewer employees. RTI 4. 
traced the establis~.~,e~~s,,to the parent company to determ ine how many 

90 percent of the 1,260 establisbm ,ents belong to small firms, or between _” _I li . i,rl.d I, ,“illlrr ,, 

approximately 700 and 1,200 establishments, However, the RTI study’did not ,“*’ -x*.i,i. y- -,,*a?*~,. _ ,I/,. ‘~ L I_‘ ,_ , ,~_ . j/1 -,i, . . /_ . ,_ I#, 
provide information, on the total number of firms associdted” with those I. ,^_, I/.‘.“I “. : ‘” -pi,. ,_ B  i,-.~aAJ *z A ,.*?, I‘&& .,il,$?q 9’,%~, _ i( (j ~~fy$$<gG&y$ ~<~:qy-.$.~~~‘:8*,‘. &‘, ‘r~.‘g~~.&;~, “‘;ii:#‘: ;. ;, ” “’ I ‘.~ > i. 4 ( : 

establishments. 
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In a letter to FDA, AHPA claims that be&e&r '660 &n$,l,lOO firms produce )I : 
at least one dietary supplement product containing an herbax ingredient and > - .~_ _,. _. . . 
are also involved in labeling products (Ref. 7)..The letter ‘also states that’the : , 

percent of dietary supplement companies have iO0 or fewer employees. This i i ._ 
information appears consistent with the information on establishments j 

_., II ,..,; ..,., /“._ . ,_I .-, l_l..l, />. %. 
provided by RTI: ‘We do not know how ‘many of these firms would a&tual~y 

s  _ 

need to revise their labels. Therefore, we estimate that the &%t finarr&e~2” ” ’ 
” x,, 

8 , 
would affect between O’and 1,045 small firms. ’ ’ 

We assume that these firms would face 96 percent of the maximum.total 
labeling costs for all fir&S ‘we esti.ate-in ti.s ‘&-$;;t,s precedi.-f;c;;l “+ . 

‘. ! 

V.B.Z.a, Costs of Option Two, which were $2 to $7 ‘million.‘Therefore, we ’ ’ .” ,,,bbV 

estimate that this direct final rule would g&&t;! one-t&ne’&sts’ for &ail fir!& 

of between $2 and $7 million, after rounding to the nearest million. ,I _I i 

3. Option Three: Take an Alternative Action / i 

This option is similar to the direct final rule ‘arjtion..We ‘wotild still tip&ate ,, 
the incorporation by reference citations under § loi.$(h j, but firms would have ., i-:. s, 
slightly more flexibility when labeling dietary supplements containing a / 4 > . botanical ingredient, Under this op;ioh, \he fo~~ot;;,,“~~~~~~~~~,ts~~~~~~‘~ ’ ;, ,. 

provisos apply: 

l As in Option Two, if the “standardized common‘riame”‘for a bota$‘dal~’ *- ,... 
ingredient has changed from the 1g.G2 to” the i~~~.,,~~~~~~~oP~~~~~s~of,” : 7%” _\ ,- o_ 

_~ , 
Commerce, firms must use the revised “standardized dbmm,on,name” listed- :.. . 
in the 2000 edition of Herbs of Commerce. 

: . If a botanical ingredient listed in‘the io.b‘t, .edyiibn ~~~~~~~~I*O_jr.~~~~krcelli’ 

was not previously listed in the.1992 edition of thai reference;’ firms could 
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elect to use any of the names (i.e., botanical synon)m,~Ayur;edic n&e~~‘pinyin 

name, or other common name) listed for that botanical in the 2000 edition 

as the common or usual name, with the following exception. As in Options 

One and Two, in accordance with section 10806eo$ the Farm Bill,. the use of _ 
the term “ginseng” as a common or usual name (or part thereof) for a dietary 

supplement or dietary ingredient is limited to~thos’e that are derived”fi6r-r a 

plant classified within the genus “Fanax.” 

0 Similar to Options One and Two, if the botanical ingredient is not listed * / 

in either the 1992 or 2000 edition of He& of C&k&$%, firms could us:e any 

appropriately descriptive name as the common or usual name for that 

ingredient with the following exception. In accordance with section 10806 of L._., 
the Farm Bill, the use of the term “ginseng” as a common or.usual name (or . “_ 9 
part thereof) for a dietary supplement or dietary’ingredient is limited to ‘those‘ 

that are derived from a plant classified within the genus “‘Phtiak:” 

0 As in Option Two, any common or usual name other th.an the 
: 

“standardized common name” for a botanical ingredient may be used only if 

the botanical is not listed in Herbs of Commerce (2OOO), and must be 
accompanied by the ~~~~~ binomial name ~gf’ge $1&t ,f-i;m”‘Gx?<fi it.iC “d-e;i‘&d; ‘” 

0 As in Option Two, the Latin binomial name must be stated in accordance 

with the internationally accepted”rules on botanical nomenclature found in _ ’ % ’ 

the International Code of Botankal Nomenclature (Saint L&&‘~ode)~.&ob. 

l As in Option Two, when needed to positively identify the botanical 

ingredient, the Latin binomial name also must include the author citation (i.ei, ^ _ 0, _I, 
name(s) of the person(s) who described and l+G%he‘d the Latin binomial name 

in accordance with the internationally accepted d&bn botanical- 

. c - 
i -+..v- -----w -- 



nomenclature found in the International Code of Botanical Nomenclature 

(Saint Louis Code) 2000). 

We discussed this option under this document’s preceding section ‘V.B.3.a, / ._ I. ,; * / _ 
Costs of Option Three, and concluded that it would generate lower relabeiing 

. 
costs for all firms than the direct final rule action. HcXkever,’ we were unable _ * _ ” ,*. / id liii”-q. ,‘._$~ ,^_ ‘>~ /Pa I” >( I .I\ , 

to estimate the size of the cost reduction and again concluded that labeling 

costs could be anywhere from $2 to $7 million, except that the costs of this 

option must be the same or less than the costs of O’ption Two. These 

conclusions also hold for small firms, which make up the vast majority of the 

affected firms. Although O$.ion’Three would reduce the-impact. of tl.G&rect ’ ” 
,, __ -. . . _., I . 

final rule on small firms, it would also reduce’the benefits by an unknown 

amount. We have decided not to pursue this option because the potential cost 
‘, 

savings for small firms would be modest and we do not know the impact on 
? I 

benefits. 

VII. Paperwork Reduction Act of 19% 

FDA. concludes that the labeling’ requirements :in‘thisdocument are.not 

subject to review by the Office of Management and Budget b&G&they’ do /I ,, “_ ” *.t ” , 

not constitute a “collection” of information” under the Paperwork .Reduction 

Act of 19% (44 U.S.C. 3$01-3520). Rather, these’djetary supplement labeling 

requirements are a “public disclosure of information driginal!ly suppfied’by 

the Federal government to the recipient for the purpose of discltisure to the -’ 

public” (5 CFR 1320.3[~)(2)). 

VIII. Unfunded Mandates Reform Act of 19% “,, ‘i’ ^^ 

Section 202(a) of the Unfunded Mandates Reform Act of 19% (pUbliG Law 

104-4) requires that agencies prepare-a written statement &anticipated costs I ‘, . : . 
and benefits before ‘propo~sing any rule that ‘may result‘in an e%pen&ure by 
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State, local, and tribal governments, in the aggregate, or by the private sector, 

of $100 million in any one year (adjusted annually for inflation). 

The Unfunded Mandates Reform_ Act does not,~require FDA to prepare a 

statement of costs and benefits for the direct final ruJ,e, because the direct final 

rule is not expected to result in,any.one-year expenditure that would exceed I - -.I I _% /_.” , ,,,. j, , ~ ~ I : :+ ,” .“., ‘, _‘_ 
$100 million adjusted for inflation. The current inf’fat&n+djusted statutory 

threshold is,$112 million. 

IX..Federalism 

FDA has analyzed this direct final rule in accordance with the principles 
j I I : “,. c .v A” __ _< . . _ i : ‘_ (. / 

set forth in Executive Order 13.132. J?DA has determined that the rule h\“as a ..: w ., I _ J ,; ‘̂ ,,. ,,\ B,,‘ / ,, .., . * * 
preemptive effect on State law. Section 4(a) of the Executive order requires 

~.+ I 

agencies to: 

* * * construe * * * a Federal Statute to preempt State law only where the 

statute contains an express preemption provision, or there is some other clear’ , 
evidence that the Congress intended preemption of State law, or where the exercise <x I. ,> _,(,, I_ ‘. 
of State authority conflicts with the exercise of.Federal :authority under the Federal 

statute. 

Section 403A of the act (21 U.S.C. 343-l) is an express preemption provision. I 

That section provides that “no State or political subdivision of a.State may ” ._1 I 
directly or indirectly establish under any authority or continue in effect as to ! 
any food in interstate commerce” certain food labeling requirements, unless 

an exemption is provided by the Secretary *of Health and Human Services (and, 

by delegation, FDA). Relevant to this rule, one such requirement that States - 

and political subdivisions-may not adopt is “any-requirement for the labeling 
,’ i ’ ‘? ,, . >- ~, ~ ,’ ’ ::. i 

of food of the type required by section * * * 403(i)(2) that is not identical d ,, _- I .” .*7’.-‘1 ,<- ,.,;A $a\.~..,- l.“~, ., _ :. . 

to the requirement of such section,” (section 403A(a)(2) of the act). Another 

such requirement that States and political subdivisions may not adopt is “any 
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re q u i re m e n t fo r th e  l a b e l i n g  o f fo o d  o f th e  ty p e  re q u i re d  b y  s e c ti o n  (^  
*  *  *  4 0 3 (i )( l )  th a t i s  n o t i d e n ti c a l  to  th e  re q u i re m e n t o f s u c h  s e c ti o n ,” _  i ), ‘. -, 
(s e c ti o n  4 0 3 A (a )(3 ) o f th e  a c t). P r i o r to  th e  e ffe c ti v e : d a te  o f th i s  d i re c t fi n a l  :,” . ,_ I . 
ru l e , th i s  p ro v i s i o n  o p e ra te s  to  p re e m p t S ta te s  fro m  i m p o s i n g  re q u i re m e n ts  

c o n c e rn i n g  th e  u s e  o f b o ta n i c a l  n a m e s  i n  d i e ta ry  s u p p l e m e n t l a b e l i n g  i f th e  

re q u i re m e n ts  c o n c e rn i n g  th e  u s e  o f th o s e  n a m e s  a re .n o t i d e n ti k a l ~ to  th o s e  

c o n ta i n e d  i n  5  1 0 1 .4 (h ) (’ m c o rp o ra ti n g  b y  re fe re n c e  ‘H e rb s  o f C o ti ti e rc e  (1 .9 9 ‘2 ) : 
a n d  th e  In te h a ti o n a l  C o d e  o f B o ta n i c a l  N o m e n c l a tu re  (T o k y o  C o d e ) 1 9 9 4 ). 

S p e c i fi c a l l y , th e  p re e m p ti v e .e ffe c t a p p l i e s  to  re q u i re m e n ts  c o n c e rn i n g  th e  u s e  

o f b o ta n i c a l  n a m e s  i n  th e  c o m m o n  o r u s u a l  n a m e , o n  th e  l a b e l  o f a  d i e ta ry  

s u p p l e m e n t (s e c ti o n  4 0 3 (i )(I) o f th e  a c t) a n d  to  re q u i re m e n ts -fo r l i s ti n g  

i n d i v i d u a l  b o ta n i c a l  i n g re d i e n ts  o n  th e  l a b e l  o f a  d i e ta ry  s u p p l e m e n t (s e c ti o n  

4 0 3 (i )(2 ) o f th e  a c t). O n c e  th i s  d i re c t fi n a l  ru l e  b e c o m e s  e ffe c ti v e , S ta te s  $ 4 1 1  I 

b e  p re e m p te d  fro m  i m p o s i n g  a n y  s u c h  re q u i re m e n ts  c o n c e rn i n g  th e  u s e  o f 

b o ta n i c a l  n a m e s  o n  d i e ta ry  s u p p l e m e n t l a b e l s  th a t a re  n o t i d e n ti c a l  to  th o s e  
“. 

re q u i re d  b y  th e  n e w  ru l e , w h i c h  a m e n d s  th e  e x i s ti n g  -§  IO i .i (h ) to  i n c o rp o ra te  

b y  re fe re n c e  H e rb s  o f C b m m e rc e  (2 0 0 0 ) a n d  th e ’~ ~ t~ rn ~ ~ ~ ~ ~ a l ’C ;‘o h e  o f~ B d a n i & i l  
: 

N o m e n c l a tu re  (T o k y o  C o d e ) 2 0 0 0 , a n d  to  i n c o rp o ra te  n e w  F e d e ra l  l e g i s l a ti v e  / _  1  
re s tri c ti o n s  o n  th e  u s e  o f th e  te rm  “g i n s e n g ” i n  d i e ta ry  s u p p l e m e n t l a b e l i n g . 

S e c ti o n  4 0 3 A (a )(2 ) to  [a )(3 ) o f th e  a ti t d i s p k e s  ‘b o th S ta te  J e g i & & & ’ I *  . . ,\ 

re q u i re m e n ts  a n d  S ta te  c d m m o n -l a w  d u ti e s  (M k d tro n i c  v . L o h r, 5 i 8  U .S . 4 7 6 , 

5 0 3  (1 9 9 6 ) (B re y e r, J ., c o n c u rr i n g  i n  p a rt a n d  c o n c k ri n g  i n  th e  j u d g m e n t); i d . 
I : 

a t 5 1 0  (O ’C o n n o r, J ., j o i n e d  b y  R e h n q u i s t, C . J ., S c a l i a , J ., a n d  T h o m a s , J ., 

c o n c u rr i n g  i n  p a rt a n d  d i s s e n ti n g  i n  p a rt); C i p o l l o n k  v . L i g j j e $ f d ro u p , i n k :, $ 0 5  .” 

U .S . 5 0 4 , 5 2 1  (1 9 9 2 ) (p l u ra l i ty  o p i n i o n ); i d . a t G & --~ ~  ( S c a l i a , J ., j o i n e d  b y  ! 
T h o m a s , J ., c o n c u rr i n g  i n  p a rt i n  th e  j u d g m e n t a n d  $ i s s e n ti n g  i n  p a rt)). 
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Although this rule has preemptive effect in that it would preclude States from 

adopting statutes, issuing regulations, or adopting or enforcing any 3, ” -.-_.-- 
I 

requirements, including State tort-law imposed requirements,~that are not 

identical to the requirements of this rule: this preempttve effect is consistent 

with what Congress set forth in section 403A of the act. 

Section 4(e) of the Executive order states that,‘:vvh.en. an agency proposes 

to act through adjudication or rulemaking to preempt State law, the agency . _ 
shall provide all affected State and local officials notice and an opportunity ,_ 

for appropriate participation in the proceedings.” Similarly, section 6(c) of the 

Executive order states that: 

* * * to the extent practicable and permitted by law, no agency shall 

promulgate any regulation that has federalism implications and that preempts state 

law, unless the agency, prior to the formal promulgation of the regulation 
;’ _. ,. 

* * * consulted with State and local officials early in the process of develo$ng the 

proposed regulation. 

This requirement, that FDA provide the States with an opportunity for 

appropriate participation in this rulemaking, hasbeen m.et. This rule updates ^,i ,, , s . . . 

and makes minor changes to a rule that was first prbposed through full notice- 

and-comment rulemaking procedures in 1995 and finalized in 1997. During 

the comment period prior to the issuance of the f&7 final rule, and after the 

publication of the final rule, the agency received no comments, 

correspondence, or other communications from any’State^or local government 

concerning-preemption of an existing legislative or comm.on-law requirement. 

In its consultation with states prior to the publication oftI& drretit fina~~‘rule, 
i ,,,_ ; .., 

FDA was not informed about any State requirements that LouId be in conflict 

with the Federal requirements in this rule, and no States expressed &n&rns _ 
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over the rule’s preemptive effect. Moreover, FDA-is providing an opportunity 
_ 

for State and local officials to, comment through this rulemaking, and intends _‘ /” . , < 

to withdraw the direct final rule if significant adverse comments are received. 

In conclusion, the agency believes that it has: complied with all of the -’ , :. 
applicable requirements under the Executive, order; and has determined that I ,< **x. .,_/,a ,x 
the preemptive effects of this rule are consistent, pith Executive Order 13132. 

X. Comments 

Interested persons may submit to the Divis.io<n of.Do.cket,s Management (see 0 

ADDRESSES) written or electronic comments regarding this document.‘This _, \ 
comment period runs concurrently with that for the companion proposed rule. ./ .,, ” . . . ,, 

Submit a single copy of electronic comments ortwo paper copies of any mailed 
.( 

comments, except that individuals r-nay submit one paper copy. Submit I. ._._ 
electronic comments to http://www.fda.gov/dockets/ecomments. Comments are 

to be identified with the docket ,number found in brackets in the heading of _. 
this document. Receivedcomments may be seen in the Division of Dockets ,, :, ., )__ / 

Management between 9 a.m. and 4 p.m., Monday through Friday. FDA will .,I 

consider any comments received on. eith,er this direct, final rule or the. 

companion proposed rule to be comments received on both rules. “2 _I ,I ,_ a .,* * . . . . .‘ h, . ~‘YiiJ*rr, ^, ./ 

XI. Effective Date 

FDA periodically establishes; by final rule in the Federa! Register, uniform i ~ .* c i 
effective dates for compliance with food labeling regulations (see, e.g., the 

Federal Register of December 31, 2002 (67 FR 79I351), designating the effective 

date of January 1, 2006, for food labeling regulations issued between January 

1, 2003, and December 31, 2004).~FDA’intends to make this direct final rule /. a*/_ _ ^, -. \i. ““.‘.,“,. >* .: I. __ .., ,(/ll”/“j,~_./i~_ , ,. _ _ __ 

effective on January 1, 2006,’ the uniform effective date, for. tiompliance With 

food labeling regulations published between January 1, 2003, and December I _ ‘I 
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31, 2004. FDA will publish a document in the Federal Register to c.onfirm 

the effective date of this. direct, final I&, if FDA receives no significant adverse 

comments on it or its companion proposed rule. 
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.I ,I 
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w 
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List of Subjects in 21 CFR Part 101 7; 

Food labeling, Incorporation by reference, Nutrition, Reporting and 

recordkeeping requirements. 

q Therefore, under the Federal Food, Drug, and Cosmetic Act and under 

authority delegated to the Commissioner of Food. and Drugs, il CFR part 10‘1 ‘. , 
is amended as follows: 

PART 10;1-FOOD LABELING 

n 1. The authority citation for 21 CFR part 101 continues to read as follows: 

Authority: 15 U.S.C 1453,1454,1455;21 U.S.C. 32,l,331., 342,34*3,348,'371; 

42 U.S.C. 243,264,271. 

i 

q 2. Section 101.4 is amended by revising paragraph (h) to read as-follows: 
., “.^ , 

FOod’i deslgnatlon df’iiicjr&fietits.‘” ’ ’ ‘” 
, I 

. ^. I ’ ” . g101.4 

* * * 3: * 

*“, 
(h) The common or usual name of a botanical-ingredient”‘~including’fLngl 

and algae) listed on the label ofa dietary supplement must be consistent With 

the “standardized common name” listed irYH&-bs bf Cumner&e, 2nd EdFtion 

(2000) for the plant from which the ingredient is derived. ‘The use of the term / 
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“ginseng” as a common-or usual name (or part thereof) for any.dietary 

supplement or dietary ingredient is limited to th~ose’that are,deri.ved from~a 

plant classified within thegenus “Panax.” Her& bf Commerce, 2nd Edition 
; : 

(2000) is incorporated by reference in accordance with 5 U.S,C. 552(a) and 1 

CFR part 51. Copies of this book may be obtained nom the American, Herbal 

Products Association, 8484 Georgia Ave., suite 370, Silver Spring, MD 209i0, 

301-588-1271, FAX: 301-588-1174, e-mail: ahpa@ahpa.org. Copies also may 

be examined at the Center for Food Safety and Applied Nutrition’s Library, 

5100 Paint Branch Pkwy., College Park, MD, or at the Office of~the Feder,al 1 1 .,._ . ._ I, 

Register, 800 North Capitol St. NW., suite 700, Washington, DC. a I (- 

(1) The listing of the common or usual name on the label must be foll,owed 

by statements of: 

(i) The part of the plant (e.g., root, leaves) from which the dietary 

ingredient is derived (e.g., “Garlic bulb” or “Garlic (bulb)“) except that this , I- , _ _- ~ :,. ,/ , , I 

designation is not required for algae. The name of the part of the plant must ..” ,_ I ),” A_ 

be expressed in English (e.g., “flower” rather than “flos”); and , ( 

(ii) The Latin binomial-&me (i.e., genus an.6 species) of the-plant from 
, ^( 

which the botanical ingredient is derived, stated in parentheses, when no 
a ^: : i* * /, ,_ ..< -.: * 2 . “i I ,>. _, %, .A_. 

“standardized common name” for-the plant is listed in &&s of Commerc6, 

2nd Edition (2000). In such cases, this Latin bincp$ql name.,may be listed 

before the part of the plant and must be stated in accordance with the 

internationally accepted rules on botanical nomen@ure found @the 1. .“‘,.-,Xr .I 

International Code of Botanical Nomenclature [Saint Louis Code) 2000. When 

needed to positively identify the botanical ingredient, the Latin binomial name 

also must include the author citation (i.e., name(s); of the personts) who! 

described and published the Latin binomial name in accordance with the /. “‘?,“‘I “-y”.’ .;.,L,,-l, ‘-,a*+,, .i\W. ,,^, “h ‘\#l. a.. ,, ,. )_ a.,. ___,_ I., I _, _. , . _. I_ , _i 

,“. “. 



internationally accepted rules on botanical nomenc!.~t~,ye_found. in, the , _ __ 

International Code of Botanical Nom&&at&e f&&f Lo&s?o&] ZihO)l’?h~ “’ _ ‘~ I 
i ‘. 

International Code of Botanical Nomenclature (saint Louis Code) 2060, a 

publication of the International As.sociatio,n fo.r Plant..~,axonomy, is 

incorporated by reference in accordance with 5 U.S,.C. 552(a) and 1 CFR part 

51. Copies of this book may be obtained from Koeltz Scientific Books, D-61453 .- - ,. _. 

Konigstein, Germany; University Bookstore, Southern Illinois University, ;, 
Carbondale,IL 629014422,618-536-3321, FAX: 618-453-52.07, e-mail: 

siu@bkstr.com; and from Lubrecht & Cramer, i8 East Main St., Port Jervis, NY .i,,.,,,-‘ ._ r 

12771,800-920-9334, FAX: 800-920-9334, e-mail: 

books@lubrechtcramer.com. Copies also may be examined at’the Cent&for i” ( 

Food Safety and Applied Nutrition’s Library, 5100 ‘Paint Branch,Pkwy.;‘College 

Park, MD, or at the Office of the Federal Register, 800 North Capitol St. NW., 
\ .;.‘. I 

suite 700, Washington, DC. 

(2) On labels of single-ingredient dietary supplements that do not include _ 

an ingredient list, the identification of the Latin binomial name, when needed, ‘. . _ 
and the part of the. plant may be prominently placed on the principal display “.” 

panel or information panel, or included in the nutriti.on’Iabel. , . -, I/ 
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